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JEPARTMENT OF HEALTH AND HUMAN SER AFFLIVA IV Lt R B TR T - Expuraton Date. October 31, 2000

Public ez Seruce FROM 21 CFR 1040.11(c) FOu: A rason Date Cciober 31,
Faod and Drug Adminisiravon LASER L|GHT SH ow’ DISPL AY, m;:: ; JMBER Saement
OR DEVICE

NOTYE: No jaser fighh show, projection system, or device may vary from compliance with 21 CFR 1040.11{¢) in design or use withaul the approval of Tus
applicanon in accordance with 21 CFR 1010.4.

INSTRUCTIONS S ena
1 Check all apphcabie Bexes and type of print me : 3 Mail your applu:auon to‘t'ne Ddams Managemam Branch (HFA-305), Fooa and
requesied miomaton Brug Adminssason, Rm 1061, 5630 Fisners Lane, Rockvile, MD 20852
2 Submn an orginal Ana tour {§) copies. ¢. Enter aacket numper \f assighed

1. NAME OF COMPANY
Divine Lightwave Technologies, Inc.
2. ADDRESS OF COMPANY (inckuds ZIP Code)(rf P.O. Box Is used, inchude actual sIneel 8aaress aiso.)
1811 Dorothea Berkley, Michigan 48072
3. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (inctude area code) 5 DATE OF SUBMISSION
Daniel B. Pinkos 248.398.6100 voica/fax April 15, 1999
6 THE APPLICANT REQUESTS THE VARJANCE TO BE iN EFFECT FOR A PERIOD OF 5 YEARS FROM THE DATE OF ISSUE (1
gensal, the Agency will Spprove B variance kor only Two yars. If & longer panad s raquaested, a juspficarian must be aTmched as part of Ine appikcalian.]
7. PROPUCT DESCRIPTION AND USE
2 LIST NAME ANIVOR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S)
Divine Lightwave Technologies Moael FFLP

& PAODUCT FOR WHICH A VARIANCE |S REQUESTED f_PRODUCT |5 INTENDED TO BE USED AT ANY ONE LOCATION
[J A laser dsplay device (X more an 15 days
"= [E] A projecior 1or & kasor kght 3how (2 More mnan 5 pul no1 more than 15 days
) A aser gt snow [zl Lessnan § days
] Omer (Spacsty) g. TOUR 1S INTENDED TO RUN FOR
c. [] PROJECTORS ARE INTENDED FOR SALE, LEASE. OR LOAN TO ) More han € monds
OTHER LASER LIGHT SHOW PRODUCERS ] 1-6 monms
a. PRODUCT IS INTENDED FOR USE IN A {3 Less nan ohe month
(8 Planewrium or cther dome projection snuciure [3] Not applicable (Nor & wawr)
X Teaer O Ower (Specty)._.
X Howi/morel ballroom or meeting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
P9 Swre displays @ Frony screen projeciions
[x] Trade show or convention [@ Rear screen projectons
& Dscothaque or night clud [z] Holographic displays
X Pawiion [Z] Muttiple refiscrion/diffraction effects
X Ingoor arena O Audience scanning (Aise includBs SCRIVTING 3Ny ACCESSDle
[¥) Quidoor arena wncanolied areas)
Xl Museum B Reflactions from swationary mirors or mirrered
—_ [3 owacor unendosed arsa surfaces (Beam Malricss)
[ ower (Spacwy) [z] Swavonary irradiahan of roiating mirror balig, ete,
e. PRODUCT IS INTENDED YO BE USED &l Scanning Imagiation of rowting mirror balls, €16,
(X At enly one (Fher) locaton X Fiber optic projectians
@ A 8 variety of (Tows) locations (@l Fog, smoke, or ather scanering enhancemenm effects
0 omer (Speciy). (¥ Other (Spacify)_Fimr Opx Beam Transmssion
8 LASER RADIATION LEVELS
LASER MEDIUM (&, He-Ne. erc.) WAVE LENGTHS (nm) PEAK POWER (wans) ]
Kr/Ar Mixed Gas 647, 521-515, 488477, 458nm 1.1, 0.7, 0.8, 0.05 wans

9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE
Laser radiation is scanned at 30K and has a deflection amplitude of up to 80 degrees

10. REASON FOR REQUESTING VARIANCE
x Compliance with e limhs of 21 CFR 1040.11{c) would reairict the intended use of the product Pecause compliance would
imh the odput power 10 tha extent hal the dasired effecis would not pe sufficiently visibie

(3 Omer or agdiional explanarion (Speci.)
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1. MANNER IN WHICH [1 15 FIRUFUDEL 1% /i | s o1sm 1 ommers somveee e« =« o T-43  P.03/04  F-067

O s propased 1o deviaie from e provise. s of 21 CFR 1040.11(c) in that the accessibie emissi.. -vel would exceed the
accessple emisson limits specified in 21 CFR 1040.11(c)-

O s proposed 1o deviale from Ihe provisens of 21 CFA 1040.11(c) as follows.

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

[#) Laser ligm shows ang displays are accepien popular media In entenainment and Ine ans. Use of power levels in excess
of e umits impased by 21 CFR 1040.11(¢) is necrszary 1o achieve he required eflects in ase media.

[ Oner or adanional agvaniages (descrde and sxpigin).

J—a. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Cneck as many baxes as 3pply. i1 7em 14 "Remarks,”
| jusgly any boxes nol checked, using Aatorial Sheels B3 nNecassary. Sale any other means of radiaion protection thal wid pe used. )

a. @ Al laser producis. sysiems, snows, and projeciors will be cenified 1o comply win 21 CFR 1040.70 and the condiions ef this variance and will
pe reporied as required by 21 CFR 1002,10 AND 1002.11 using 1he reporung guides providea for such purpose. These acuons will be
accomplished pnor 1o any introductian nlo coMMarce.

p. [x] Effecis no1 spedfically indicared in 1his variance application will not be performed. No other effecis will De added unil an amendment 1o the
variance has been od@ineq and e required repois or supplements, as applicable, have been submines.

c. X Scanning. projecyon, or reflection of |aser anc conaleral raclauon (Lg/n Snow radiauan) INto Budienco or otnor acaessible unconrolied areas
will not be parminea except for dffuse reflections produced by the aiMmasphere, added atmosphenc scanering media, and target screens

d. (] Laser radiation jeveis in 2xcess of the limns of Cluss | will nat be permnied at any point less than 3.0 melers above any surface upen which
persens other than operalors, performers, or empioyees are perminad 1o stand or 2.5 melers Dalow or in keieral separation from any place
wriere such persans are parmined 1w be, Operaiors, performers. and employees will not be required or aliowext 10 vigw radiauon apove the
mhs of Class | or be exposed 10 raqdtion apove e limis specfieo in 21 CFR 1040.11{c).

e. [x] Any proauct winch relies on scanning 10 meet acosss, EXPosUTe, Or product cass imits will ncorporate a scanning safeguars sysiem which
direcily senses scanner mation and which will react fast enough 1o preciude exceeding he applicable limit,

t. (X AN tazer light shows shall be unager the direct and personal control of tRINed, competem aparator(s). The opersor(s) will:
(1) Be an empioyee of 1ne vanance nolder who will be responsidle for he 1raning and the conduct of he aperalor,
{2) Be localed where all beamn pams can be direclly opserved al al imes, and

{(3) Immediately lorminate e emission of hight show radiation in the ever of any unsafe condition; or, for autdeor shews, upon requast
by any air vraffic comrol offiaals,

. (@ The masimum 13ser projecior aulpu] power will ot eaceed e jevel required 1o obiain the imended effects.

h. [&] The projection sysiem (Le., me proyeciar and all ailer companents vsed fo prodven Me lighting effects) will be securely moumed or
immaobillzedt 10 prevert uniniended movement or Misalignment. Beam masking will be provided as an inherent part of the sysiem design 1o
prevem overfilling of screens, beam stops, 1argets, ew.

i. (] Laser projeciors will not pe delivered jo any othes pany under an agreement of sale, lease, or loan unless and unyj INe recipiern demonssrales
that they have a varance in effect al ine time of cefivery that permits them 10 produce laser light shows incorporaling such projeciar(s).

i In additon 10 the requiremems af 21 CFR 1040.10(n), the manufacwrer of laser projeciors/sysiems will provide 1o paries who pur- chase,
lesse, or borow e equipmenm, adequale users' instructions for safe instajiation and operalion which expiain e responsibliity of e reciplent
as sn independem hght show manufacurer o submit the required rapons and apply for ang omain a varlance from CDRH prier w intreduction
into eommerce of any laser kght shows.

%. XI The requiremanis of 21 CFR 1002.30(a){1) and (2) will ba accomplished thraugh the use of wrillen procadures for setup, alignment, Tesung,
and performance of each show. these procedures will be in suffident desail 10 enaure compliance with 21 CFR 1040.10, e condiuons of this
variance, and 1he conuol of access 1o radiation areas uaing Me procedurss described in the ANSIZ136.1 s1anaard for ine safe use of lasars
{American Naveral Starndards insiiute, 1430 Broaaway, New Yarx, NY 10018) or any other equivalern uger cONSensus sandard and, wnere
apphcable, s1ale or lncal requirements. Laser ragiauon areas which ean camain radlavion levels above 1he limits apecified [n 21 CFR 1040.11(c)
will be deany idenified by the posting of waming igns Bnwer restriciing access Wrough physical Means (Bucn as VBSSure swiiches, pholo
cells, barriers. guaras, eic.). These requiremems apply 10 \emporary areas (such &5 duning ser up and aignment procedurgs) and 1o final or
permanem areas. The variance holder will retain the recoras of thess procedures and the repults of all 12515 as required by 21 CFR 1002.31- A
copy of the variance applicaycn, the approval lerier, curremn procedures, Ahd records relating 1o anch panicular show will e with the operaror
or other responsdle individual and will be made available for inspaction by FDA and ather responsitie authemies.
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1. [x] Acvance wrnen notficanion will be mac ‘eany af possiDie 10 Appropnale vwaeral, siaic, &N 1 EUH IV IS0 PUOwe il iy ot e e aireimi y srsme
dates and locations cleafly and complets,, wentitied, and a basic gescripvon of the propased e,.. s including a swlement of the maximum
power oJtput INtenaed. Such norifications will be made, bul not necessarily be hmhed, 1o

(1) Tne Cener for Devices and Radioiogical Healn, Office of Comphance (HF2-342), 2058 Gaimer Road. Aockville, MD 20850, providing the
nrial ang dasing dares tor fixed insallations and the itinerary for mobile shows. in additlan, unless all aspects of each show have been
repones and Accession humbers cleany referenced, each nolice wil indude delailed fesedptions of sach show and a lisung af all effects 10
pe pertormed in sufficient detail 1o confirm compiiance with the regulations and ™is vanance.

(2) The Federal Aviation Administration (FAA) for any projections into open airspace al eny me (.6, IRIuding 501 up, SLgAMENL rahearsas,
performancas, erc,). It e FAA objeas 1o any laser effecis, the objectiens will be resalved and any conditians requested by FAA whl be
adhered 1o. If tnese condmons cannol be meY, the objecnonable effects will be deicted Trom e shaw

(3) Sume and local radiation conirol offices/agenaes for all shows 1o be performed within their judisgiciions. Rll requirements of siaie and local
law will be salisfied and any objections raised by local authories will be resolved of Ihe effects deleled. (A /st of loderal and saate offices is
avatabse from the Ceniter for Devices and Raaiological Health upan request,)

14. AEMARKS
We request that our variance be approved for a period of 5 years. This laser projector is
our primary product and we do not anticipate functional changes to the hardware.
We will immediately report any mode! changes during the extended variance period.

CERTIFICATION

| CERTIFY that ap of the abave information and SIRIEMAMSs are wue, compiete, and corrert 1o e best of my knowleage and acknowledge mat
my vanance application may be denled ar my variance may be revoked if this appiicaion is found 1o pe false, misleading or incorrect in any
material way. ) have submined and will submit all repons required by 21 CFR 1002.10 and 1002.11 on the tager equipment and shaw(s). |

further understand 1hat | may be required by regulation or by the Director, Cemer for Devices and Radiological Healt, 10 supply such omer
Infformauon as may be necessary 10 evajuale and act on this application,

15. SIGNATURE 16. NAME (Type or Prny 17. TM.E

Da-b B 0 e Daniel B. Pinkos President
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